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Disposition of Claims 

4) |EI Claim(s) 1,4,6-12, 15-23,29-35,37,39,40,45-48 and 50-56 is/are pending in the application. 

4a) Of the above claim(s) 40,45-48 and 50-56 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) G3 Claim(s) 1.4.6-12. 15-23.29-35.37 and 39 is/are rejected. 
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DETAILED ACTION 

Claims 2, 3, 5, 13, 14, 24-28, 36, 38, 41-44, 49, 57-76 have been canceled. 
Claims 1,4, 6-12, 15-23, 29-35, 37, 39, 40, 45-48, 50-56 remain pending. 

Election/Restrictions 

This application contains claims 40, 45-48 and 50-56 drawn to an invention 
nonelected with traverse in the reply filed on 4-17-09. A complete reply to the final 
rejection must include cancellation of nonelected claims or other appropriate action (37 
CFR 1 .144) See MPEP § 821 .01 . 

Applicants' election of the 1 1 .5 kb GFP construct species is acknowledged. The 
1 1 .5 kb fragment is nucleotides 49485-61006 of SEQ ID NO: 1 (pg 3, line 33). 
Applicants traverse the rejection because the other species are contained within the 
same upstream sequence and overlap with one another. Applicants' argument is not 
persuasive. The 1 1 .5 kb construct cannot be searched as a whole, so fragments of it 
must be searched individually. In this case, nucleotides 49485-49985 of SEQ ID NO: 1 , 
nucleotides 55668-55810 of SEQ ID NO: 1, and nucleotides 60506-61006 of SEQ ID 
NO: 1 were searched to establish whether the entire 1 1 .5 kb fragment of SEQ ID NO: 1 
from 49485-61006 (pg 3, line 33) was known in the prior art. The search of the three 
fragments listed above did not require a search of the smaller regions contained within 
the 1 1 .5 kb fragment now claimed. It is noted that the species claimed have a common 
element -the smallest fragment disclosed (143 nucleotides of 55668-55810 of SEQ ID 
NO: 1 ) was common to all the fragments claimed. However, the search required for 
elected species does not require a search for the other species claimed; therefore, the 
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species remain materially distinct and separate. It is noted that a search of the species 
encompassed by the claims as now amended is even greater as they encompass any 
200 base pairs of SEQ ID NO: 1-5, which have no common element. Accordingly, the 
species election has been maintained. 

Claims 1, 4, 6-12, 15-23, 29-35, 37 and 39 are under consideration as they relate 
to the 1 1 .5 kb fragment, i.e. nucleotides 49485-61006 of SEQ ID NO: 1 (pg 3, line 33). 

Applicant's arguments filed 9-18-09 have been fully considered but they are not 
persuasive. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Specification 

The title will have to be changed to more closely reflect the subject matter being 
examined. 

Claim Rejections - 35 USC §112 

Claims 1,4, 6-12, 15-23, 29-35, 37, 39 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

Claim 1 is being examined as it relates to an isolated polynucleotide comprising 
an s-ship promoter capable of promoting transcription operably connected to a 
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heterologous nucleic acid sequence, wherein the polynucleotide comprises nucleotides 
49485-61006 of SEQ ID NO: 1 (the 1 1 .5 kb fragment elected). 

Claim 15 is being examined as it relates to a nucleic acid comprising a promoter 
operably attached to a nucleic acid sequence from an s-ship gene or a portion thereof 
and a marker sequence, wherein the s-ship gene is disrupted by the marker sequence, 
and wherein the polynucleotide comprises nucleotides 49485-61006 of SEQ ID NO: 1 
(the 1 1 .5 kb fragment elected). 

Claim 19 is being examined as it relates to an expression cassette comprising an 
s-ship promoter operably connected to a heterologous nucleic acid segment, wherein 
the expression cassette comprises nucleotides 49485-61006 of SEQ ID NO: 1 (the 1 1 .5 
kb fragment elected). 

Claim 29 is being examined as it relates to a vector comprising an s-ship 
promoter, wherein the vector comprises nucleotides 49485-61006 of SEQ ID NO: 1 (the 
1 1 .5 kb fragment elected). 

The 1 1 .5 kb fragment is nucleotides 49485-61006 of SEQ ID NO: 1 (pg 3, line 
33). Pg 4, line 15, states SEQ ID NO: 5 is the mouse s-ship promoter region in the 1 1 .5 
kb GFP construct. However, SEQ ID NO: 5 is 1 1 .5 kb. Clarification is required. 

The specification states the 1 1 .5 kb GFP construct was made from two separate 
plasmids containing the two halves of the proposed s-ship promoter region (pg 70, line 
1 5). The 1 1 .5 kb GFP construct was used to make transgenic mice (pg 71 , line 1 5). 
GFP expression was analyzed in embryos (pg 71 , line 27). However, the specification 
does not provide adequate guidance for those of skill to make the 1 1 .5 kb GFP 
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construct by teaching the "two halves", "the proposed s-ship promoter region" or the 
other elements other than a nucleic acid sequence encoding GFP. Fig. 3 shows a 
vague diagram of the construct but it does not teach the promoter used. Furthermore, 
applicants fail to teach how to interpret the expression of GFP in embryos. Accordingly, 
applicants do not enable those of skill to make or use the 1 1 .5 kb fragment of 
nucleotides 49485-61006 of SEQ ID NO: 1 (SEQ ID NO: 5). 
Response to Arguments 

Applicants argue those of skill could have the 1 1 .5 kb fragment produced in a 
lab, which would not constitute undue experimentation. Applicants' argument is not 
persuasive. The Patent office is not aware of any company that would produce an 1 1 .5 
kb fragment. The 1 1 .5 kb fragment of nucleotides 49485-61006 of SEQ ID NO: 1 (SEQ 
ID NO: 5) was made by applicants by piecing various sequences together, but 
applicants have failed to teach the elements that make up the 1 1 .5 kb fragment. The 
purpose of issuing a patent is to protect applicants for an invention; in return applicants 
must provide adequate guidance for those of skill to make the invention once the patent 
term expires. In this case, merely providing the sequence is not an enabling disclosure 
because the burden required to have a company make the 1 1 .5 kb fragment would be 
undue experimentation. Furthermore, the lack of disclosure in this regard at least 
prevents the those of skill as well as the patent office from searching the elements used 
to make the 1 1 .5 kb fragment of nucleotides 49485-61 006 of SEQ ID NO: 1 (SEQ ID 
NO: 5). This is also considered undue experimentation. As such, the enablement 
rejection has been maintained. 
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Applicants argue the specification provides an example of making the 1 1 .5 kb 
fragment on pg 70, lines 15-31 . Applicants' argument is not persuasive. The citation 
discusses how to make a construct encoding GFP operably linked to the 1 1 .5 kb 
fragment (1 1 .5 kb-GFP construct). It does not teach how to make the 1 1 .5 kb fragment 
used in the construct. 

The elected species, the 1 1 .5 kb fragment of SEQ ID NO: 1 from 49485-61006, 
remains free of the prior art because the three fragments of the 1 1 .5 kb fragment 
searched did not have one reference in common. If applicants show each element was 
known in the art, an art rejection may result. 

Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Krystal (US Patent 6,218,162), SEQ ID NO: 1, starting at nucleotide 800, begins 
with nucleotides 55668-55810 of SEQ ID NO: 1. 

Lucas (Blood, 1999, Vol. 93, No. 6, pg 1922-1933) also taught nucleotides 
55668-5581 0 of SEQ ID NO: 1 . 

Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Wilson who can normally be reached at the 
office on Monday, Tuesday, Thursday and Friday from 9:30 am to 6:00 pm at 571-272- 
0738. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 

If attempts to reach the examiner are unsuccessful, the examiner's supervisor, 
Peter Paras, can be reached on 571-272-4517. 

The official fax number for this Group is (571 ) 273-8300. 

Michael C. Wilson 

/Michael C. Wilson/ 
Primary Patent Examiner 



